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Dear Sir: 

Enclosed is form PTO-1449 listing forty (40) references that are also enclosed. 
As provided by 37 C.F.R. § 1.97(h), the filing of this Information Disclosure Statement shall not 
be construed as an admission that the cited references are material to patentability. 

A patent related to the present application has been involved in litigation between the 
assignee, ICU Medical, Inc., and an accused infringer of the patent, B. Braun Medical, Inc. 
Four of the enclosed documents relate to certain invalidity allegations raised by Braun during the 
litigation regarding a version of Braun's Ultrasite® product. The U.S. District Court for the 
Northern District of California has entered a Protective Order which prohibits disclosure of 
certain confidential information from the lawsuit. Under the terms of the protective order, 
such confidential information is available to litigation counsel, but not to the inventors of this 
application or to ICU Medical, Inc. Accordingly, Applicants have submitted herewith non- 
confidential excerpts relating to the foregoing invalidity allegations by Braun. 

Braun contends that a version of the Ultrasite® product was launched in October 1996 
and is prior art under either 35 U.S.C. § 102(a) or (b), and that "earlier Ultrasite® activities" in 
1993 separately qualify as prior art under 35 U.S.C. § 102(g). See Footnote 3 of Braun's 
Memorandum of Points and Authorities in support of its Motion for Summary Adjudication on 
the Priority Date of the 4 048 Patent and Defendant's Patent L.R. 3-3 Preliminary Invalidity 
Contentions. Based upon the dates alleged by Braun, the enclosed document entitled 
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"Ultrasite™ System" is believed to illustrate the device relating to Braun's invalidity allegations 
under 35 U.S.C. §§ 102(a) and 102(b). The enclosed document entitled "Capless Backcheck 
Valve" is believed to illustrate the Ultrasite design relating to Braun's invalidity allegations 
under 35 U.S.C. § 102(g). 

Braun has also alleged that ICU Medical committed inequitable conduct by not disclosing 
to the U.S. Patent and Trademark Office information regarding a particular version of the 
Ultrasite® device. Braun alleges that ICU's knowledge of the alleged materiality of that version 
of the Ultrasite® device is demonstrated by a form submitted by ICU to the U.S. Food and Drug 
Administration after the earliest priority date of the present application. The enclosed F.D.A. 
510(k) form indicated that the B. Braun V2 Ultrasite Injection Site (K955585) was an 
"Equivalent Device" to ICU Medical's CLC 2000, for purposes of F.D.A. regulations. 

This Information Disclosure Statement is being filed with an RCE or within three months 
of the filing date of this application and no fee is required in accordance with 37 C.F.R. § 



1.97(b)(1), (b)(2), or (b)(4). 



Respectfully submitted, 

KNOBBE, MARTENS, OLSON & BEAR, LLP 




By: 





Paul N. Conover 
Registration No. 44,087 
Attorney of Record 
Customer No. 20,995 
(949) 760-0404 
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